
rttrr afk tFtotr tourr 
(torto from) 

flitoft, 12^p, 1987 
wfa^HT 

m. to. ft. 570 (sr).—sfftft afK stotto RwfF 
ftTO, 1945 to 3 fft wftoFT torf %■ Pro 
ftqrfr to srm, afftfa 3fft jhttto srftftro, 

1940 ( 1940 TO 23) TORT 12 sfk 33 SRtSfTT- 

jtotr, rtrt tortor % rot sftr qfwr torto 
TR rm stTsttirto r. to. to. ft. 1050 (sr), 

fl-rfFRT 29 SHRT, 1986 % Wfft, RIRT % TRTO, 
utototo tor 2, ^ 3 ^rnro (i) TOftw 29 shirt, 
1986 TS5 4 % 7 Ft STOfTOT fTOTT RTO TO f^ft TOT 
R»ft «£lfRrIMV %, fTOT% TOT% RTOfTOT 4?F TtTOTOTr l fr j 
^RT trftgTOTT ^pV W H ^ TOft TOft RTTOHf uRi^i 


5KdT R?t TORT^SF 9 ><ir -toF ^FF UlO<a TT 0|S fTO 
TOfft TOTTfft % yf TO^R aftr JJOTR RH? TO* >? I 

affr tort rttoto rF srftro totto to 29 nw, 
1986 'PF TOTTOTO TOT =fF R<t «ff, 

sfFR TORT TORT % TORT ®f TORIT R TOTO STnST'Tf 
3ftR gTTOft RR %Rfft TOR ^ ftTOR %HT 

SRT, $TOft TORTOR, TORT TlfafTOH tTTRT 12 
sffc 33 JTRT TTOTT TOftrftf TO TOTft TO5T frr 3 ^t 

sfftfsr fl ' Rftft tott$tor sft# iF m < wl Rft Ttwi^ 

3ffaft 3ftr ilOTT TOTOfF ftTOT, 1945 TO affc toFFTOT 

TOft % R-l '!, PH t-*1 P-fftld Pi TOT TOTTcft TOlft .'- 

i. (i) to ftrofr to RfiRTORHi toWs - siFr jrcmnr 
TOTOfF ($RHT TOlfFTOT) ftTOT, 1987 £l 

(2) 3 RTTORT t TTTOTOT TOftfa RT TOTOT I 
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2 . FtFfff Srk FTTHR TTOTlft fFFF, 1945 Jr— 

(*:) fFFF 85^ Ji, m (2) F TFTF «TT, ERF- 

faEJF TTS WT FTFFT, FFTTO.— 

"( 2 ) wmi ifFFF Jr ipjijkr toi Jr fFErforo 
skOTrfr afk w? ft tortf f%FT ampm 

T 175 wft fffttot JrrfaFTFt i?ttt ffft tttfsff ft 
TO ffkfkr trotft £ fstt w fafFukT rrftsTisff 5r?rfF 
ark Erfr ft irtf Jf fakt EErf torEt Jr 

TORT TNW4T FT TOT? FT, TOF% faro FT FTFTO % TO? 
FFtRI F?% ftrfFTO FT FWtF W Jf 'TkFfFF FT 
F%FT", 

(u) F F FFFTTT fFTFfafaF SR^T 3TF- 

wrppr Ft Fnrfr, sr*rf?:— 

[from 85 t( 2 ) ^ni] 

1 . ^rfFF'lEfFF ErfFfFFt % fafau?F %ffTT FTT- 
, FrFT fIftHt FI stF«t(t— 

(f) ffEnEt sfk qfrF'w— ftt^tett tEi totf ft 

fkrrr f>ft .art forfr ’sraft ftontotoT, Frofr, ftf^Etf 

wkriFF FT fF*ft TO FTRtfFt % TEN F F?t £ Ft 
StEtTOPF FT TrFFrFRFF 5 % FT FPF WT F§ qfF- 
FT«T E FTftpar, ?£?r TT F*Tt f-rFFTOTT % I F I FWI 
«FTF«TFF RTTF Jr, F* FktvT ft 3 F STFEfF ?TFT I 

(ft) FFF fFfFFkr % fsrr STFFF FFF % fF?ff 
FTF FT TOTFtF fE % RTTF F F'F J( Fijff fw FTTHTT 
3fk tot% tot F #t F fFrft FTTF FT TORT «W 
%$f FFTF F ?ET FT FSFTFf FrF TO F F ?TF F 

fFFTF, F?ff f^FT firF TTOk Jr EEpTfro F'fWT' Ft 

TORft t TOtF? flFk: it 0| >K Tft 3TFTf TOP 

top faro? tottot ?>ft totf ft 5 ® tf anF fef ?>ft 

FT%F I wf EttotT, TOTTOf fIt tfft fEF ^tFT sftT 
Eft 5'tft Eetf totE ^tt ffT f f% ft tow f 
F% I TfYFRT FT FTST F Tlf fFFT FT FTTT F^fWt I 

(f).ffwf ft Erro stfff Eft fet ft% fff ff 
fFFkr efi 5 krr ErFF Er fftffft FfafFFF, 1949 
( 1948 FF 63) E WfHF?fFF TFTRFFF EFfErff % 
<STtftF FFTTFF f%FT FT F% I 

(f) fftf—EEmW E ffff ff sfk 

^r ’wrEkr fE 3fk TkrFFF aftFf E ^ff ?>ft i 

(t) FFfFR FF fFFFR—FFHITOTO % FFEt^F 

'ftt afk tef ttfEtr fftf! % from % Enr FFf'F 

WTFTFT f Eft ’FTf^TI 1 

(f) FFk ?FTFR 3fk FTC FT%C FFT TFT 
m TTNFTF TTFTRT FT % FKTF^ ^tFT FT%f \ 
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ES ---ljT'i r '■ 

(F>) F^FlfTFiF % TFTRF, «fk TF^SFT F^Sft 
FWFT—TFfft FTkFT FtFfTOP FT FF1JTFF TtF Tt TO 
ZPT I TOT% FW, FFF* *$[ FjrfF F*R 5TOTFTF, % EPI 
FWRT, FT kfEf F^f F FF F 5'fF afk ^3- 

i t^t fIt jwf % Et^ tf^ft % Ef[ 

tEft FfFtmff 4fr, ^Jr tfs® fIErt, ftff ark fror 

FtF % ^Fff FFT-'pF^ RFTFT FTTOfT I F^FFTT 
% Ff F^rffT FE FTinft % F TOT FFTT E sE?T FFTT 
TT ^ FfT fFfFFkr TTpTFTTr # FT TO^Y ?Tf4tEfI 
tt 3rk: ?F50 5j% q^F f i FrFwrf Jr f? sEm nft 
fO FPEfl fT F FT Ft TF^r I>fr <T?F FT TOTfW 
f?TT FT FTOTTFT F^ ErEt Ep FRTT FT FTfEr Jr ^FFEt 
FTJ r F^FF Jr FFT FT I 

(f) Erfr-NT FFpr—ErEnTt-Tr ftfEpp totftt, 

frottFF % FFF FW^Rt FT ErfFRftF fFkkTF afkFF% 
TTOTcT FTF F FF F4 F tpE FTT WPTfFT FTF ^ EtF 
FFkcT rjEmptf Fft 5FFTFT FklT I 

($r) FTOf FF—TRTf JrFF TOFkr, Tf FTTF FrfF 
a?Tft FfFFTFl % fFFRFFF % ElF Wf F?t ®TFTFT 
aft TOHpft I EJ| ^ Jr fFFE Fk TTFF STTOft cRT FFT^ 
FTP+Jf, Ft Ft% FRF iTTF I 

(f) FTOTF aFFTFT—F^T ^Tft FfFFTF Er FT?ft 
| fiTTOT FTFTFl FT : tF fk 3fm>, HlftEnff aflT FFFTFT 
FT TOIFtF fFFT TORTT | F0T tf^r WTtmT FT u'Et, 
TTTTO FTOt FtT ^FTPt % Ertr VTfW ^FT FTOF FST F 
F«TF FFfRT RFTFT F?t FTFift 3fk FF FFTTOT % EPI 
TOTFFTT TORFF »lft Tft SWFT ^t ^rrT^rfV I VRt 

^TVT TT FFf f%FT FTTTT % FRT FFTf ^ F^TFt % 
qfkotF % Fk Jr FFt ark tp^ ^rkrFRft FFfr anipft t 

2. FFTlr ’ Fk TOTFTkf FF'tt qAsTTF : 

(f) FFF fcFFT, FTFF kTFF sftTO FFT FtTO 

FFFTF : 

EtfEtEff TTF'TT 3fk TORFF ^t RFTFT ^ FTtpft, 
FFTF :— 

( 1) fFfffTOF 

( 2) FTTOfaF FFEw 

(3) fTFT^3?k FFcTFT't 

(4) FFTfF TO 3fk RTF 

(5) 5TOT F%T FF FFfw 

(6) FFFF 3tk fTOtfFF EnafF Trf^cT TTTfW 

(7) FTsfFT TTFHTFF FTf&F FT ¥RF FFEtF 
RFFFT 

(8) fFFTTF TOFFFT 

(9) EtsTH FTF 3fk TOTFFF FFrEFF TfroTOTTCF 

^TETTF 



*TP3T !frT ; StTtT0tP>T 


3 


fat II—viz 3 (j)] 

(10) 

(11) mrmri 
fam : 

1. afclftr !f?T Trfam ?f nfa W TTT rfaT, 

trrg fafa % ^mn nra; i 

2 . wnffa Erfamn % fan; 55 nr trte fte 
^ ftrofn?r rEt !Jtrfr | 1 

3. nrfar HYm^trr rjfan Tf rfaf rnwr 
% faRfa nff rft fa, mfatfr % fan; 3 fap> tret 
sffa Tfkrr fa wwm fa mfa nfa; 1 

4. ^TT-rfV srft wfaff far ’■ffj TR TTOfa % fate 
■ r TfaT 3fk RIW WRRET fafall fa RTW TO nfa 

nte 1 

5. nfar ntm zfrx fnc Rnrfa Srr i<vm % 
fa^ fan EpftwfaT rjfaoT fa am^rr fa nfar 

1 

(<3T) fafa *T^fTFT— 

(1) rfnR farm % fa: wnm rpr*rm % far 
fanfnfar st^rm fa ftmfawr fa mfa 
:— 

(1) ww rrfa nfa sntifa n nfafrimrfc 
£fa fa rtrt 

( 2 ) nn EfisrnFPT he \ 

(3) fanw sn fatevm tt it 1 

(*^) T r '^ H V5T I 

20 nf far?; % fa srffasmr fa 

ffa£ fV-wRm fa fa<n % 1 

( 2 ) fafa fafar 'fpjrrrrr % far faRfafa^r 
wit fa frmte fa nrfa :— 

(1) U^Tf fan T?T Tlfa TW 1 

(2) 'tr nffarfa % far-ffasr srffafa fa ttt- 
'trp fampRTir % ffa gfasrfa 1 

(3) tfffar rjRTTfar fafa Jr farfa 3 fk nTTTTfa 
% Rwfar % far rrnm urn F[ffafa i 

(4) nfaR *r%r 'fterw tt fafa nwfar 

RTRT 1 

20 fa fa-TC 4 ; fcfa fa W^rf-RI StfaWR fa 

fal fa&rte fa fafa % \ 


ffaFT: 

]. fatf-fa?! 3fWt? nffafa % fair faw-faff 
fTTF ET^fm fan^ RTCrfa I 

2 . *T*ft i n T T r T Tfawf Trfat n^fa Jr rfafl 

v 5 - 

'ffaw ^r ^fr ^nfa n«n tufar^ ^>N^ 3 ff Jr ^ 
rfifa 1 

3. Tim t\ Trar t fa % TfmrT 'jt; 
ttttt % fair srmffar Tfa % |m snfa wzfair 
?kt tt ?tr ttt vrmfY Jr Trfa fammrrmr ttrt 

v 5 -s O 

mfax 1 

4. fafTT TT T7T 9rfafaf % fafa Jr ?lfa Tfa 

RrffaT, TTI-^TT, ffTTTT Rfa TT SRT fs t I’«PC 3 ffa 

srfarri % fa? 5T: tjqiffa Tfr fan nn I 

5. *Tfar Tft wfa frroffa ffarfafarr 

TinfaiRor fas' 1 if fafafa^: | ^rfa sfjtttt 
nrnf nrnfr 1 

3. fareffoRm, fefan sftr n'fat/TtfaTT m»rr<r— 

f-mfafaT Rnn qff fnrrrftw % :— 

(1) mrrTcr Tfar m Tfffem nffa 1 

( 2 ) farter 1 

(3) snmfrrter 1 

(4) mfarfte 1 

(5) rr^t 1 

(e) fefen'frmwtri 

( 7 ) Tfa nfaf % ffar Tpfaf (m r T/faffa^a' % 
rjfan) 

(b) 1 

( 9 ) Mmte TTfa^, ftfan, *tem 3 ffa 1 

tern -.■—fefam njnFT tr w <rmf Jr gnr 

nm nf rfte % rmnffa sfaw 
% far farter t\ $ 1 

(4) rn^T affa nfmT nrrrm : 

farnfafarr wnsfi famffar m Tfa %, 
?faf^ :— 

( 1 ) fa«r»r he 1 

( 2 ) (vrrr, ^rr n fain Jr ^ffertcr) 

( 3 ) gfarrer nfar fafar 1 

(4 ) m^rr far 1 

(5) htt< nnrR tt wi i 
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20 *pf tin % srfa'^'Fff qf 

ftmftvr qf sncft 11 

(5) skt afk dfrqr:— 

fTRfrfPT ^qfWT qf ftmrfwr qf ^TTcff 
«T«rfcI :— 

(1) fom ark »f«Tw^r 2 qr 1 

(2) ^fEr fjrf’SfcT I 

( 3) ffTfHqTkl TOR I 

(4) wt^ rmqrkr 1 

( 5) ’Hit 3 fH RffTHtt I 

20 nr tter qr skr qr srfrwm % frt fRrqrTfkr 

qf ^rrcfr $ 1 

(6) kr Rksfr f r fafHi t: 

rjqqfr % fat srr<? jh^r, wrer-frer, «rt<? 
Rffqrr sfk *ktot f%ft%fr $r ?r^fcrar sr^rrsff % 
wfr frfqrtrfor % fat frrqfafa-Rr 3 hpr qf frmfkr 
qf qrrcft & srok:— 

( 1 ) 3«n Rtfrqr faterq Rrf$T fa%i arffacr er<r- 

w WTSTcEt 1 

VJ N 

(2) m ’H?pr-'HR?r 1 

(3) ffaTOT aHTTO qfal %Rfaf (% HT 
fr^ t r?far?r) 

(4) JTTJT »TRTt TOR I 

(5) rtq^Rr rskr qq itt sror rrorqcr ?mnfl qrr 
ftr«r>r ark r csKqn 3 iT fsp 1 

( 6 ) fVd'frxT qrfa qffr, qfTsr f+r?i< itt fer 

qr?Rr 1 

(7) mot tor 1 

( 8) WltHTO I 

at RjfrfaqRr q>kr % faq q^rfar rj^kgqrfr hcrt! 
wrft Milt 5 ? fa> R?qTR ^fqTT ttrnjRfgRr jrr 1 20 *nf 
*fter % vfa qf snOTfRH s r frwR % fro? fRmfkr 
qft ^rrrfr | 1 

(7) vRRT RRFT at> 7 : fo qrfa % fat 

ark qft qnl^r aqqRqrr qf wrfl qnf|t 1 

ft. *FfW'11013/5/85-tftFTWTtrT<ft<rf;q] 

tl. ^nrfwr, Rtjw flftnr 


f^HT : 

1 - 5-1979 htt ttlfter stotot tkftr ark 
sram RrnrrfV fwr, 1945 , srkfr tk ott Rnroft 
qrfsrfprrr 3ik ffapfr (qkkft rr^T^-6i) qrf wfrc 
qrkr tk 'rfknr qroror tarorq (httr^ 

fkm) % srqnqpr t sFcrfqsa: % 1 otw?i; nro 
frqfaf qrr wnxr %■ tniw, nur 2, 3 (i) t 

HHTfVTcT tlHrftftRr 5 rrtrT.TOT 3 Tf 3 TRT tWlWf fwr HIT 

TOrfcj;:— 

1 . rrr.qrr.ft. 1241 6-1079 

2 . RTT.qrr.ft. 1242 rrkkr 01079 
3- RrT.qrT.fr. 1243 rrkkr 01079 

4 . RTT.qrr.fr. i28i cnrff? 12 - 10-79 

5. RTT.qrT.fr. 430 RTTffy 104-80 

6. RTT.qrT.fr. 779 ^pfr^r 26-7-80 

7 . Rrr.TTT.fr. 54o(tr) ?ntkr 22 -O 8 O 
8- RTT.qrT.fr. 680(*r) Rntl^ - 5-12-80 
9 . RTT.qrr.fr. 68i(*r) Rrrffff 5-12-so 

. 10 . RTT.qrr.fr, 682(«r) erkfr 5 - 12-80 
11 . Rrr.qrr.fr. 27(qr) crkkr 17 - 1-81 
12- RTT.qrT.fr. 478(«r) RTTtte 6 - 8-81 

13 . RTT.qrT.fr. 62(«r) Rnfter 15-2-S2 

14. RTT.qrr.fr. 462 (w) rntter 22-082 

15. Rrr.qrr.fr. sio(rr). Rntta 26-7-82 

16. RTT.qn.fr. i3(«r) Rntkr 7-1-83 

17. RTT.qrT.fr. 318(?r) RTTtfj 1-5-84 
is. rtt. qrr.fr. 33 i(sr) Rnffa - 8-5-84 

19 . Rrr.qrT.fr. 46o(qr) Rntkr 20084 

20. RTT.qrT.fr. 487 (ir) ?ntfa- 2-7-84 

2 1. rtt, qrT.fr. 89 (?r) Rrrffy 102-85 

22. RTT.qrr.fr. 7ss(ir) mtiw ioioss 
23 - rtt. qrr.fr. i 7 (rt) mtfg- 7-1-86 

24. Rrr.qrr.fr. io 49 (*t) rrkfi 208-86 

25. RtT.qrT.fr. 1060(qr) Rnfta 5-086 

26. Rrr.^T.fr. uis(tr) mtw 30080 
27- RrT.qrr.fr. 71 (set) rt vffa 301-87 
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MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 

New Delhi, the 12th June* 1987 
NOTIFICATION 

G.S.R. 570 (E) .—Whereas certain draft rules fur¬ 
ther to amend the Drugs aild Cosmetics Rules, 1915, 
were published, as required by sections 12 and 33 
of the Drugs and Cosmetics Act, 1940 (33 of 1910), 
under the notification of the Government of India 
in the Ministry of Health and Family Welfare No. 
G.S.R. 1050 (E), dated the 29th August, 198G, in 
the Gazette of India, Extraordinary, Part-11, Section 
3, Sub-Section (i), dated the 29th August, 1986 
at the pages 4 to 7 inviting objections and sugges¬ 
tions from all persons likely to be affected thereby 
before the expirty of a period of sixty days from 
the date on which the copies of the Official Gazette 
containing the said notification were made avail¬ 
able to the public; 

And whereas copies of the said Gazette were 
made available to the public on the 29th August, 
1986 ; 

And whereas the objections and suggestions re¬ 
ceived from the public on the said draft have been 
considered by the Central Government; 

Now, therefore, in exercise of the powers confer¬ 
red by sections 12 and 33 of the said Act, the 
Central Government, after consultation with the 
Drugs Technical Advisory Board, hereby makes 
the following rules further to amend the Drugs and 
Cosmetics Rules, 1945, namely 

1. (1) These rules may be called die Drugs and 
Cosmetics (SECOND Amendment) Rules, 1987. 

(2) They shall come into force on the date of 
their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules. 1945 — 

(a) In rule 85-E, for clause (2) the following 
clause shall be substituted, namely -.— 

" (2) The factory premises shall comply with the 
requirements and conditions specified in Schedule 
M-l : 

Provided that where the licensing authority 
considers it necessary or expedient so to do, it 
may having regard to the. nature and extent of 
manufacturing operations, relex or suitably alter 
the said requirements or conditions in any parti¬ 
cular case for reasons io he recorded in writing” ; 

fib) after Schedule M. the following Schedule 
shall be inserted, namely :— 


"SCHEDULE M-l 
(See rule 85-E (2)) 

1. Requirements of factory premises for manu¬ 
facture of Homoeopathic preparations— 

(a) Location and surroundings —The factory 
shall be situated in a place which shall not 
be adjacent to an open sewage drain, pub¬ 
lic lavatory or any factory which produces 
a disagreeable or obnoxious odour or fumes 
or large quantities of soot, dust or smoke- 
The factory shall be located in a sanitory 
place, remote from filthy surroundings. 

(b) Buildings — The part oE the building used 

for manufaciuring shall not be used as a 
sleeping place and no sleeping place 
adjoining to it shall communicate 

therewith except through open air 

or through an intervening open space. 
The walls of the room in which 
manufacturing operations are carried out 
shall, upto a height of six feet from the 
floor, be smooth, water-proof and shall 
be capable of being kept clean. The floor¬ 
ing shall . be smooth, even and washable 
and shall be such as not to permit of 
retention or accumulation of dust. There 
shall be no chinks or services in the walls of 
floor. 

(c) The building used for the factory shall 
be constructed so as to permit production 
under hygienic conditions laid down in the 
Factories Act, 1948 (63 of 1948). 

(d) Water Supply,—The water used in manu¬ 
facture shall be pure and of drinkable 
quality, free from pathogenic micro-orga¬ 
nisms. 

(e) Disposal of waste — There should be ade¬ 
quate arrangement for disposal of waste 
water and othe" residues from the labora¬ 
tory. 

fif) The rooms should he airy and clean and 
the temperature of the room should be 
moderately comfortable. 

fig) Health, clothing and Sanitary requirement 
of die Staff — All workers shall be free 
from contagious or obnoxious disease. Their 
clothing shall consist of a white or co¬ 
loured uniform suitable to the nature of 
work and the climate, and shall be cleara. 
Adequate facilities for personal cleanliness, 
such as clean towels, soap and hand 
scrubbing brushes, shall be provided se¬ 
parately for each sex. The workers shall 
lie required to wash and change into 
clean footwear before entering the 
rooms where the manufacturing operations 
arc carried on. Workers shall be requir¬ 
ed to wear either a clean cap or a suitable 
headgear so as to avoid any possibility 
of contamination by hair or perspira¬ 
tion. 
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(h) Medical services — The manufacturer shall 
provide adequate facilities for Firsi, Aid, 
Medical inspection of workers at the time 
of employment and periodically check up 
thereafter at least once a year. 

(i) Working benches — Working benches shall 
be provided for carrying out operations 
such as filling, labelling, packing etc. Sinh 
benches shall he fitted with sm jotb, im¬ 
pervious tops capable of being wash: cl. 

(j) Container management — Where -open aliens 
involving use of containers such as bottles, 
phials and jars are conducted, there sh:d! 
be adequate arrangements separate I 
from potentisation chamber ior washing, 
cleaning and drying such containers with 
suitable equipment for Lite purpose. Wher¬ 
ever these are attended manually adequate 
precaution of perfection itj respei i of 
cleanliness and avoidance of potman ts 
shall be taken. 

2. Requirements of Plants and Equipments; 

(a) Mother tinctures, External tinctures and 
mother Solution section : —The following 
plant and equipment shall be provided, 
namely :— 

(i) Disintegrator. 

(ii) Seived Separator, 

(iii) Balances and lluid measures. 

(iv) Chopping boards and knievs. 

(v) Macsrdtors with lids. 

(vi) Percolators with lids and regulated dis¬ 

charge. 

(vii) Moisture determination apparatus or 

other suitable arrangement. 

(viii) Filtering arrangement. 

(ix) Mixing vessels and suitable non-metal- 
lie storage containers. 

(x) Portable stirrers. 

(xi) Water still. 

NOTE 

1. As far as possible metal contacts may be avoid¬ 
ed once the drug is processed. 

2. An area of 55 sq- metres is recommended for 
basic installations. 

3. Adequate separate storage facility should be 
provided for raw material quarantine, storage and 
bonded room for alcohol where applicable. 

4. Separate and suitable storage facility should 
be provided for fresh herbs and odorous raw 

materials. 

5. Adequate laboratory facility shall be provided 
for testing of raw materials and finished products. 

(b) Potentisation Section — 


(1) The following arrangements are recommend¬ 
ed for container for closure preparation section 

namely ;— 

(i) Washing tanks with suitable brushing ' ar¬ 
rangement manual or mechanical. 

(ii) Purified Water rinsing tank. 

(iii) Closure macerating or washing tanks. 

(iv) Drying chambers. 

An area of 20sq. metres is recommended lor 
basic installations. 

(2) The following arrangements arc recommend¬ 
ed for potency preparation section, namlry 

(i) Working tables with washable top. 

(ii) Facilities lor separate storage of diilemU 
grades of back potencies. 

(iii) Suitable measuring devices for discharge 
of drug and diluent in potentisation vial. 

(vi) Potentiser with counter or suitable manual 
arrangement. 

An area of 20 sq. metres is recommended for basic 
installation- 

NOTE 

1. Different droppers shall be used for different 
drugs potencies. 

2. All measuring devices shall be in metric sys¬ 
tem and be made of glass and shall be free from 
metallic contents. 

3. It is desired that glass droppers etc. intended 
for re-use after cleaning should be sterilised by 
autoclave or by heating in a hot air oven. 

4. Plastics, rubber tubes, bulks etc. coming in 
contact with tinctures or back potencies should not 
be re-used for other tincture and potencies. 

5. Method of potentisation will be adopted as 
specified in Homoeopathic Pharmacopoca of India 
Vol. I, (3) Triturating, Tableting and Pill|Globulcs 
section— 

The following arrangement are recommended 

(i) Triturating machine of suitable device . 

(ii) Disintegrator. 

(iii) Mass Mixer. 

(iv) Granulator. 

(v) Oven- 

(vi) Tableting purehes or machines. 

(vii) Kettle (Stearajgasjclectrically heated) for 
preparation solution. 

(viii) Dryers. - 

(ix) Seived separator, tablet counters and 
balances. 

Note Tablet section, shall be bee from dust and 
floating particles, An area of 55 sq. metres 
is recommended for basic installations. 
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(4) Ointments a id lotion section : 

The following arrangements are recommended 
namely 

(i) Mixing tank. 

(ii) Kettle (Steam, gas or electricajlv heated) , 

(iii) Suitable nowtlcv mixer. 

(iv) Ointment mill. 

(v) Filling equipment or arrangement. 

An area of 20 sq. metres is recommended 
for basic installations. 

(5) Syrups and tonics : — 

The following arrangements are recommended 
namely 

(i) Mixing and storage tank 

(ii) Portable mixer. 

(iii) Filtering equipment. 

(iv) Water stilllDeioniscr. 

(v) Filling arid sealing equipment. 

An area of 20 sq. metres is recommended for basic 
installations. 

(6) Opthalmic .Preparations : 

The following equipment is recommended for 
manufacture under a septic conditions of Eye-Oint¬ 
ments, Eye-Drops, Eve-lotions and other prepara¬ 
tions. for external use namely 

(i) Hot air even electrically healed with ther¬ 
mostatic control. 

(ii) Colloid mill ot ointment mill. 

(iii) Kettle (gas or electrically heated) with 
suitable mixing arrangement. 

(iv) Tube filling equipment. 

(v) Mixing and storage tanks of stainless steel 
or of other suitable material. 

(vi) Sintered glass funnel, Seitz filter or filter 
candle. 

(vii) liquid filling equipment. 

(viii) Autoclaves. 

Adequate precaution should be taken to ensure 
that the finished product is sterile. An area of 
20 sq. metres is recommended for basic installa- 
lations. 


(7) Adequate arrangements for space and equip¬ 
ment should be made for labelling and packing.” 

[No. X-110ISAj85-T),YfS Sc FrA] 

S. V. SUBRAMANIYAN, jt. Secy. 

NOTE The Drugs and Cosmetics Rules, 1045, as 
amended unto 1-5-1979, is contained in 
the publication of the Ministry of Health 
and Family Welfare (Department oE 
Health) containing the Drugs and Cos¬ 
metics Act arid the Rules (PDGHS-61). 
Subsequently the said rules have been 
amended by the following notifications 
published in Part II, Section 3 (i) of the 
Gazette of India namely ; - 

1. GSR 1241, dated 6-10-79. 

2. GSR 1242, dated 6-10-79. 

3. GSR 1243, dated 6-10-79. 

4. GSR 1281, dated 12-10-79. 

5. GSR 430, dated 19-4-80. 

6. GSR 779, dated 26-7-80. 

7. GSR 540 (E), dated 22-9-80. 

8. GSR 680(E), dated 5-12-80. 

9. GSR 681 (E), dated 5-12-80.. 

10. GSR 682(E), dated 5-12-80. 

11. GSR 27(E), dated 17-1-81. 

12. GSR 478(E), dated 6-3 81. 

13. GSR 62 (E), dated 15-2-82. 

14. GSR 462 (E), dated 22-6-32. 

15. GSR 510(E), dated 26-7-82. 

16. GSR 13 (E), dated 7-1-83. 

17. GSR 318(E), dated 1-5-84, 

18. GSR 331 (E) , dated 8 5-84. 

19. GSR 460(E), dated 20-5-84. 

20. GSR 487 (E), dated 2-7-34. 

21. GSR 89(E)', dated 16-2-85. 

22- GSR 788 (E), dated JO-10-35. 

23. GSR 17(E), dated 7-1-86. 

24. GSR 1049 (£), dated 29-8-86. 

25. GSR 1060 (E), dated 5-9-86. 

26. GSR 1115(E), dated 30-9-86. 

27- GSR 71 (E), dated 30-1-87. 
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